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שם תכשיר באנגלית:    
 SALAZOPYRIN TABLETS
                                                                     SALAZOPYRIN EN TABLETS
מספר רישום:  
SALAZOPYRIN TABLETS 500 MG 11335.21579

                                        SALAZOPYRIN EN TABLETS 500MG 11334.20570
שם בעל הרישום: פייזר פרמצבטיקה ישראל בע"מ
השינויים בעלון מסומנים על רקע צהוב
בעלון לרופא
	פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	4.1
Therapeutic Indications
	Salazopyrin: Anti inflammatory drug for the treatment of Ulcerative Colitis and Crohn’s disease.
Salazopyrin EN: For active rheumatoid arthritis which is not controlled by antiinflammatory drugs. Ulcerative colitis, Crohn's disease and Pyoderma gangrenosum.


	Salazopyrin: Treatment of ulcerative colitis and Crohn’s disease.
Salazopyrin EN: For active rheumatoid arthritis which is not controlled by antiinflammatory drugs. Ulcerative colitis, Crohn's disease and Pyoderma gangrenosum.


	4.4.
Special warnings and special precautions for use

	Haematological and hepatic side effects may occur. Complete blood counts, including differential white cell count, red cell and platelet counts, and liver function tests, should be performed before starting sulfasalazine and every second week during the first three months of therapy. During the second three months, the same tests should be done once monthly and thereafter once every three months, and as clinically indicated. Assessment of renal function (including urinalysis) should be performed in all patients initially and at least monthly for the first three months of treatment. Thereafter, monitoring should be performed as clinically indicated.   The patient should also be counselled to report immediately with the presence of clinical signs such as sore throat, fever, pallor, purpura, jaundice, malaise or unexpected non-specific illness during sulfasalazine treatment, These symptoms may indicate myelosuppression, hemolysis, or hepatotoxicity.  Discontinue treatment with sulfasalazine while awaiting the results of blood tests.

Sulfasalazine should not be given to patients with impaired hepatic or renal function or with blood dyscrasias, unless the potential benefit outweighs the risk.
Sulfasalazine should be given with caution to patients with severe allergy or bronchial asthma.


	Haematological and hepatic side effects may occur. Complete blood counts, including differential white cell count, red cell and platelet counts, and liver function tests, should be performed before starting sulfasalazine and every second week during the first three months of therapy. During the second three months, the same tests should be done once monthly and thereafter once every three months, and as clinically indicated. Assessment of renal function (including urinalysis) should be performed in all patients initially and at least monthly for the first three months of treatment. Thereafter, monitoring should be performed as clinically indicated.   The patient should also be counselled to report immediately with the presence of clinical signs such as sore throat, fever, pallor, purpura, jaundice, malaise or unexpected non-specific illness during sulfasalazine treatment, These symptoms this may indicate myelosuppression, hemolysis, or hepatotoxicity.  Discontinue treatment with sulfasalazine while awaiting the results of blood tests.

Sulfasalazine should not be given to patients with impaired hepatic or renal function or with blood dyscrasias, unless the potential benefit outweighs the risk.
Sulfasalazine should be given with caution to patients with severe allergy or bronchial asthma.

Serious skin reactions, some of them fatal, including exfoliative dermatitis, Stevens-Johnson syndrome, and toxic epidermal necrolysis, have been reported very rarely in association with the use of sulfasalazine. Patients appear to be at highest risk for these events early in the course of therapy, the onset of the event occurring in the majority of cases within the first month of treatment.  Sulfasalazine should be discontinued at the first appearance of skin rash, mucosal lesions, or any other sign of hypersensitivity. 
Severe, life-threatening, systemic hypersensitivity reactions such as Drug rash with eosinophilia and systemic symptoms (DRESS) have been reported in patients taking various drugs including sulfasalazine. It is important to note that early manifestations of hypersensitivity, such as fever or lymphadenopathy, may be present even though rash is not evident. If such signs or symptoms are present, the patient should be evaluated immediately. Sulfasalazine should be discontinued if an alternative etiology for the signs or symptoms cannot be established.


	4.5.
Interaction with other medicinal products and other forms of interaction

	Reduced absorption of digoxin, resulting in non-therapeutic serum levels, has been reported when used concomitantly with oral sulfasalazine
Uptake of folate may be reduced.

Adequate fluid intake and avoidance of acidification of the urine (such as with concomitant use of methenamine) may minimise crystalluria and stone formation.

Sulfonamides bear certain chemical similarities to some oral hypoglycemic agents. Hypoglycemia has occurred in patients receiving sulfonamides. Patients receiving sulfasalazine and hypoglycemic agents should be closely monitored.

Due to inhibition of thiopurine methyltransferase by salazopyrin, bone marrow suppression and leucopenia have been reported when the thiopurine 6-mercaptopurine or its prodrug, azathioprine, and oral salazopyrin were used concomitantly.

Coadministration of oral sulfasalazine and methotrexate to rheumatoid arthritis patients did not alter the pharmacokinetic disposition of the drugs. However, an increased incidence of gastrointestinal adverse events, especially nausea, was reported.

…
	Reduced absorption of digoxin, resulting in non-therapeutic serum levels, has been reported when used concomitantly with oral sulfasalazine
Uptake of folate may be reduced.
Adequate fluid intake and avoidance of acidification of the urine (such as with concomitant use of methenamine) may minimise crystalluria and stone formation.
Sulfonamides bear certain chemical similarities to some oral hypoglycemic agents. Hypoglycemia has occurred in patients receiving sulfonamides. Patients receiving sulfasalazine and hypoglycemic agents should be closely monitored.

Due to inhibition of thiopurine methyltransferase (TPMT) by sulfasalazinesalazopyrin, bone marrow suppression and leucopenia have been reported when the thiopurine 6-mercaptopurine or its prodrug, azathioprine, and oral salazopyrin were used concomitantly.

Coadministration of oral sulfasalazine and methotrexate to rheumatoid arthritis patients did not alter the pharmacokinetic disposition of the drugs. However, an increased incidence of gastrointestinal adverse events, especially nausea, was reported.
…

	4.6.
Fertility, pregnancy and lactation



	
Pregnancy

Reproduction studies in rats and rabbits have revealed no evidence of harm to the fetus. Published data regarding use of sulfasalazine in pregnant women have revealed no evidence of teratogenic hazards. If sulfasalazine is used during pregnancy, the possibility of fetal harm appears remote. Oral sulfasalazine inhibits the absorption and metabolism of folic acid and may cause folic acid deficiency. Because the possibility of harm cannot be completely ruled out, sulfasalazine should be used during pregnancy only if clearly needed.

…
	
Pregnancy

Reproduction studies in rats and rabbits have revealed no evidence of harm to the fetus. Published data regarding use of sulfasalazine in pregnant women have revealed no evidence of teratogenic hazards. If sulfasalazine is used during pregnancy, the possibility of fetal harm appears remote. Oral sulfasalazine inhibits the absorption and metabolism of folic acid and may cause folic acid deficiency (see Section 4.4 Special warnings and precautions for use). There have been reports of babies with neural tube defects born to mothers who were exposed to sulfasalazine during pregnancy, although the role of sulfasalazine in these defects has not been established. Because the possibility of harm cannot be completely ruled out, sulfasalazine should be used during pregnancy only if clearly needed.

…

	4.8.
Undesirable effects


	List of AEs
	Diversion of the list into a table
Addition of: 

Anaphylaxis (Immune system disorders)

Angioedema (Skin and subcutaneous tissue disorders)

	Manufacturer
	 Pfizer Health AB, Sweden

	Manufacturer: Pfizer Health KEMWELL AB, Sweden
Pfizer Health AB, Sweden



בעלון לצרכן
	פרטים על השינוי/ים המבוקש/ים

	פרק בעלון
	טקסט נוכחי
	טקסט חדש

	התוויות:
	תרופה אנטי דלקתית לטיפול בדלקת כיבית במעי הגס ובמחלת קרוהן.

טבליות מצופות סלאזופירין אי.אנ. משמשות גם בטיפול בדלקת מפרקים שגרונית (ראומטואיד ארטריטיס), כיבים דלקתיים בעור (פיודרמה גנגרנוסום).
	תרופה אנטי דלקתית לטיפול בדלקת כיבית במעי הגס ובמחלת קרוהן.

טבליות מצופות סלאזופירין אי.אנ. משמשות גם בטיפול בדלקת מפרקים שגרונית (ראומטואיד ארטריטיס), כיבים דלקתיים בעור (פיודרמה גנגרנוזום).



	תופעות לוואי המחייבות התייחסות מיוחדת

	תופעות של רגישות יתר, גירוד או עקצוץ בעור, נשירת שיער, בצקת באזור הפנים, כאב במפרק (נדיר): הפסק/י את הטיפול ופנה/י לרופא.

שינויים במערכת הדם המאופיינים ע"י: עליית חום הגוף, כאב גרון, כאבים בגב או ברגל, חיוורון, הרגשת מחלה, עייפות לא רגילה או חולשה, דימום (נדיר): פנה/י מיד לרופא.

הפטיטיס (עיניים צהובות), שלשול דמי, קושי בבליעה, אודם, פריחה או קילוף העור (נדיר): המשך/י בטיפול ופנה/י לרופא מיד.

קשיי נשימה (נדיר): המשך/י בטיפול ופנה/י לרופא מיד.
…
	אנאפילקסיה , תופעות של רגישות יתר, גירוד או עקצוץ בעור, נגעים בעור, אודם, פריחה או קילוף העור, נשירת שיער, בצקת באזור הפנים (angioedema), קשיי בליעה ונשימה, כאב במפרק (נדיר): הפסק/י את הטיפול ופנה/י לרופא.

שינויים במערכת הדם המאופיינים ע"י: עליית חום הגוף, כאב גרון, כאבים בגב או ברגל, חיוורון, הרגשת מחלה, עייפות לא רגילה או חולשה, דימום (נדיר): פנה/י מיד לרופא.

הפטיטיס דלקת כבד (מאפיין ניכר:עיניים צהובות), שלשול דמי, קושי בבליעה, אודם, פריחה או קילוף העור (נדיר): המשך/י בטיפול ופנה/י לרופא מיד.
קשיי נשימה (נדיר): המשך/י בטיפול ופנה/י לרופא מיד.
...

	יצרן
	פייזר הלת' AB, שבדיה.
	קמוול AB, שבדיה
פייזר הלת' AB, שבדיה

















